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DETAILED ACTION 



Claim Objections 

1 . Claim 1 at line 7 and claim 22 at line 5 are objected to because of the following 
informalities: "inflation" should read -inflatable-. Appropriate correction is required. 

Claim Rejections - 35 USC § 101 

2. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

3. Claim 9 is rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. Claim 9 at line 2 recites "wherein said outlet is 
the peritoneal cavity of the patient." The positive recitation of a part of the human body 
renders the claim non-statutory. Claim 9 renders the limitation at line 10 of claim 1 a 
positive recitation of the living body. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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5. Claims 1-4, 6 and 9-24 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Meah (U.S. Patent No. 6,432,040). Meah discloses an implantable sphincter 
capable of surround the stomach of a patient. Regarding claims 1 and 22-24, Meah 
teaches an adjustable band to be placed over the first part of the stomach adjoining the 
esophagus. The band has an internal inflation chamber to be increased or decreased 
thereby adjusting the tightness of the device (col. 2, lines 15-21). The inflation device 
has a fluid reservoir for providing fluid to the inflatable chamber (col. 2, lines 47-50). A 
first valve 110 is between the fluid reservoir 102 and the inflatable chamber of the band 
(sphincter body comprising the adjustable band) for expanding the sphincter body (col. 

6, lines 4-15 and Fig. 6). A second valve 114 is between the inflatable chamber and an 
"outlet" (see depiction belowV 



A "controller," or diaphragm 96 actuates the valves, thereby increasing or decreasing 
the amount of fluid introduced into the sphincter body for adjusting its opening and thus 
imposing a tighter fit on the organ. The "controller" 96 is remotely controllable from 
outside the patient since the patient can physically press on the "controller" located 
under the skin of the patient (col. 6, lines 9-15). In view of claim 2, the "remote control" 
is construed as the action of the patient pressing on the "controller" 96 located internal 




114 
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to the patient. Regarding claim 3, the "receiver" is construed as valve 106 since it 
receives control signals from the patient pressing the "controller" 96. The "controller" 96 
in turn, actuates valves 110 and 114 in response to the deflection of the diaphragm, or 
"controller" 96 by patient's external manipulation (col. 6, lines 5-15). 

With reference to claims 4 and 6, Meah further teaches a power source for 
providing power to the controller in the form of a battery (col. 5, lines 41-44). 

Regarding claim 10, the "outlet" as construed in claim 1 , is also considered to be 
a "waste reservoir" since no further structure is provided in the claim language. In view 
of claim 1 1 , since the fluid flows from an area of high pressure in the fluid reservoir 102 
through valve 114 to the "outlet" (refer back to depiction above), the "waste reservoir," 
which constitutes the "outlet," is considered to be "negatively pressurized." 

With respect to claims 12-14, the inflatable chamber 28 is coextensive with an 
inner stomach-facing surface 30 (col. 4, lines 20-22 and Fig. 3). The inflatable chamber 
28 does not fold or wrinkle as a result of its inextensibie outer surface 62, rendering the 
inner surface substantially smooth (col. 4, lines 52-60 and Fig. 3). 

Regarding claim 15, the band of Meah may further incorporate a filament 54 
having teeth along one side for locking with receptacle 56 (col. 4, lines 41-46). In view 
of claim 16, the fluid that fills the sphincter body is a saline solution (col. 5, lines 21-23). 

With reference to claims 17-19, Meah teaches an adjustable band, having an 
inflatable member, being placed around the first part of the stomach adjoining the 
esophagus (col. 2, lines 15-21), thus defining a treatment method for obesity. Meah 
further discloses a "remote control," or an external control device 84, that transmits 
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instructions to a "controller" 74, having a receiver 82, inside the patient for controlling 
the movement of fluid into or out of the banding device (col. 5, lines 39-47). The 
receiver-controller actuates a "first valve," or bi-directional pump 76 located between 
fluid reservoir 80 and tube 24 leading to the inflatable chamber of the sphincter body to 
move fluid into or out of it, consequently adjusting the inner circumference of the band 
(col. 5, lines 41-47). 

Regarding claims 20 and 21 , Meah teaches that the inflatable chamber 28 is 
coextensive with an inner stomach-facing surface 30 (col. 4, lines 20-22 and Fig. 3). 
The inflatable chamber 28 does not fold or wrinkle as a result of its inextensible outer 
surface 62, rendering the inner surface substantially smooth (col. 4, lines 52-60 and Fig. 
3). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 5 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Meah (U.S. Patent No. 6,432,040) in view of Dargent et al. (U.S. Patent No. 6,547,801). 
Meah discloses the invention as claimed, see rejection supra; however Meah fails to 
disclose the type of power source utilized. Dargent et al. (hereinafter Dargent) teach a 
constriction device for treating morbid obesity. Regarding claims 5 and 7, Dargent 



Application/Control Number: 10/524,864 Page 6 

Art Unit: 3735 

teaches an induction coil 36 located within the receiver 11 and connected to an 
electrolytic capacitor 39 to store, charge and provide power for the receiver to actuate 
and drive the motor 21 (col. 8, lines 17-33), which in turn, determines the degree of 
constriction of the device (col. 7, lines 37-40). Therefore, at the time of the invention, it 
would have been obvious to one having ordinary skill in the art to have employed an 
induction coil and a capacitor as taught by Dargent to power the constriction device of 
Meah that adjusts the degree of constriction on the stomach. 
8. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Meah 
(U.S. Patent No. 6,432,040) in view of Dargent et al. (U.S. Patent No. 6,547,801) and 
further in view of Laub (U.S. Patent No. 5,944,751). The combination of Meah and 
Dargent disclose the use of a capacitor as a power source, see rejection supra; 
however, the combination fails to teach that the capacitor is piezo-electrically charged. 
Laub discloses an implantable, electromechanical valve controlled by a power supply. 
Regarding claim 8, Laub teaches that the energy generated by movement of the valves 
supplies a small current through piezoelectric means to power an oscillator. Therefore, 
at the time of the invention, it would have been obvious to one having ordinary skill in 
the art to have supplied a capacitor as taught by the combination of Meah and Dargent 
with piezoelectric means for charging a capacitor as disclosed by Laub for generating 
charge to power an implantable device. 
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Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

U.S. Patent No. 5,928,195 to Malamud et al. discloses a remotely controlled drug 
delivery device that may be used in any body cavity. 

U.S. Patent No. 5,938,669 to Klaiber et al. discloses an adjustable gastric 
banding device used for the treatment of obesity. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christine D. Hopkins whose telephone number is (571) 

272- 9058. The examiner can normally be reached on Monday-Friday, 7 a.m.-3:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on (571) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
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USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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.a Supervisory Patent Examiner 
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Examiner 
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